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Sd$M: COIYU?MUSOntheDiscussionDrafl“ProposalstO Increase the A\~ai]abi]ity
of Approved Animal Drugs for Minor Species and’Minor Use” (Docket
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From: Craig A. Watson, Director and Research Coor~inator, University of
Florida,Trqical Aquacuhure Laboratory, 1408 24th Street SE, Rtiskhi,
FL, 33570

It is with much appreciation that i submit my Gommente to the Center & Veterinary
Medicine (CVM) concerning the above referenced discussion on improving the
procedures and statutes surrounding the labeling of mino~ species and minor use animal
drugs, Our work at the TropiGal Aquawdture Laboratory is Gentered around providing
research and extension education to fhe orna.menial aqua~ulture industry, and the issues
surrounding the labeling of drugs for this industry have b~en a major problem for us
historically. Perhaps our most successful and highest im~act program is in fish heaitfi
management, and in response we have hired a fill time v~terinarian to provide
diagnostic, treatment and husbandry assistance to the indtistry. With that said, it was
w!tlI a greatsenseofsatMwthmthat:readthe~!scuw@Ionwggem!hnpmvem?mm
the labeling process. Following are my comments:

1) Including the use of medicated feeds in the extra label use provisions will be
extremely beneficial to our efforts, The clrnamental fi$h industry has a history of
using bath treatments in aquaria and other small tanks!to administer most
rnedictitions, including wtibiotic treatments. }tTehw~ found this to be iiot only
uneccm~rnkal in m~$t situ~~ivn$,bvt dlica$y is qwesti~nabledqxxling vp~n

v +,3”, ,.3+v m,, 1:+r .lmdo~age Iacca, AaLel~uallLyall~ :p An,. ,Ai,Pxt Gnthe dn@s activity, ~m!abi!hy cfthe
JiQhto absorb the &us, However, tke r&&ns cm @o o~merkted && {or
extrs label drug uoo has iimitad the edmhdstwtkm cd’~ru~- in tida rnwmw. I
highly support the proposed changes concerning this ipsue.

In the discussion,the concernsover developmentof antibioticresistanceis raised.
In my experience, the risks of pr~du~ing resistance is &t@y l~wered by
~d ””” ““ “ m“”’a mmlstermg antibiotics m the feed. The ellmacy ISImproved, and therefore &
chances of eliminating the bacterial disease are perhaps better than if the drug is
administered in a bath treatment.



The use of reproductive hormones in the feed should be allowed as well. I would
also suggest that this could be expanded to steroids as well, For example,
methyltestosterone in the feed can be used in ornamental fish production to
increase the value of fish which display secondary, male sexual characteristics (i,e,
~~!~r, fi~~~ge). ~~wever, ttg~in,the exj:~?ingrestrictions of extralabeldrugU%in
feeds prohibits this.

2) While the discussion on removing disi]wentives (and improving incentives)
should best be addressed by industry representatives who will be participating in
finding of labeling efforts, I support the (direction of the discussion, Currently
there are manydisincentivesto a companyinvestingin a labelingeffixlwhen their
competitors are allowed to continue to market products which are not labeled.

3) Conm-ning the sevtion on fimding the colle@m rmd Eharingof dam for drugs;
this is indeed a need in the efforts to improve the situation the industry faces.
Whether funds through existing federal programs can be earmarked for minor use
iabeling is indeed the question, but regardless, a request for funds should be made
to Congress, The ability of the NRSP-7 program to effectively improve the

situation is questionable inmyopinion,andI encouragethe continued
~rea~~n(jf~ ii IIlvlUQdevelopmentof tk FIMWM a!krnativesprcposed, “’i’’””“s”

data base would be extremely beneficial to all parties involved.

4] Cleatkm of a niinor use categm-y in ths statutes k essential to the eflorts beifig
discussed. The current NADA process is not appropriate for most labeling in
aquiculture,especiallyinnon-foodspecies.

5)The creation of a conditional drug approval for minorwe drugsinnon-food
species is much needed, and would alleviate many of the problems in the labeling
process, The five year restriction may be too soon for some drugs, but should be
possiblefor most,especiallyif efficacyandtargetspeciessafetyarethe major
concerns which must be met, The non-fc~od species only restriction is appropriate,
given the elimination of residue studies in the conditional approval.

6) The suggestion of creating an Expert Review Panei as an alternative approval
process is perhaps the best suggestion in the entire discussion, if improving the
labeling of drugs for non-food species is the concern. The United States possesses
an outstanding wealth of icnowiedge and expertise in heaith care of minor species,
that could be drawn upon at no cost to the federal government. Private indust~
i!! l?lorid~MS nlrsndy demonstrated i?scomrn!?rntm!to fimdlng !R@ cxpcrtk% 10
assist the industry, and there is no reason to expect the rest of the states to foilow
suit ifthe outcomewerelabeleddrugsfor aquiculture. Thereare at least2,000
species ofnon-food fish in the ornamental trade, making drug approval through
the normal process impossible. If the statutes can be rewritten to aiiow for expert
review M an alternative, !abeling can be easi!y accomplished. The expertise exists



to meetthe requirementsas detailedinthe discussion

7) International harmonization is clearly ,anadvantage to all concerned, and again
if done as detailed in the discussion, there appears to be ample control over the
quatitystandardsnecessaryto acceptdatnand~therinformationfrom
internationalsources, Thereare severalnations,especiallywithk the European
Community, which have considerable experke and experience in aquiculture
healthmanagementanddrugtherapy,includingintimateinvolvementof
veterinarians with industry,

In closing, I once again would like to commend the FDA/CVM for what appears to be a

sincereand thoughtfulapproachto improvingthe current situationconcerningminoruse
drugs and minvr species, The aqwwulture industry ~fthe LJnJted States has gr~ven itse!f
to be receptive to regulato~ oversight, but the current process for developinglabelsfor
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concerns over environmental safety, human health, efficacy, and target species safety are
legitimate concerns, should not be ignored, but it has become obvious that the current
legislation which dictates procedures for approval needs to be changed,


